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payment if the results of the genetic test in-
dicate that tamoxifen is not medically ap-
propriate for C.

Example 4. (i) Facts. A group health plan of-
fers a diabetes disease management program
to all similarly situated individuals for
whom it is medically appropriate based on
whether the individuals have or are at risk
for diabetes. The program provides enhanced
benefits related only to diabetes for individ-
uals who qualify for the program. The plan
sends out a notice to all participants that
describes the diabetes disease management
program and explains the terms for eligi-
bility. Individuals interested in enrolling in
the program are advised to contact the plan
to demonstrate that they have diabetes or
that they are at risk for diabetes. For indi-
viduals who do not currently have diabetes,
genetic information may be used to dem-
onstrate that an individual is at risk.

(ii) Conclusion. In this Example 4, the plan
may condition benefits under the disease
management program upon a showing by an
individual that the individual is at risk for
diabetes, even if such showing may involve
genetic information, provided that the plan
requests genetic information only when nec-
essary to make a determination regarding
whether the disease management program is
medically appropriate for the individual and
only requests the minimum amount of infor-
mation necessary to make that determina-
tion.

Example 5. (i) Facts. Same facts as Example
4, except that the plan includes a question-
naire that asks about the occurrence of dia-
betes in members of the individual’s family
as part of the notice describing the disease
management program.

(ii) Conclusion. In this Example 5, the plan
violates the requirements of paragraph (d)(1)
of this section because the requests for ge-
netic information are not limited to those
situations in which it is necessary to make a
determination regarding whether the disease
management program is medically appro-
priate for the individuals.

Example 6. (i) Facts. Same facts as Example
4, except the disease management program
provides an enhanced benefit in the form of
a lower annual deductible to individuals
under the program; the lower deductible ap-
plies with respect to all medical expenses in-
curred by the individual. Thus, whether or
not a claim relates to diabetes, the indi-
vidual is provided with a lower deductible
based on the individual providing the plan
with genetic information.

(ii) Conclusion. In this Example 6, because
the enhanced benefits include benefits not
related to the determination of medical ap-
propriateness, making available the en-
hanced benefits is within the meaning of un-
derwriting purposes. Accordingly, the plan
may not request or require genetic informa-
tion (including family history information)

45 CFR Subtitle A (10-1-10 Edition)

in determining eligibility for enhanced bene-
fits under the program because such a re-
quest would be for underwriting purposes
and would violate paragraph (d)(1) of this
section.

(f) Applicability date. This section ap-
plies for plan years beginning on or
after December 7, 2009.

[74 FR 51688, Oct. 7, 2009]

§146.125 Applicability dates.

Section 144.103, §§146.111 through
146.119, §146.143, and §146.145 are appli-
cable for plan years beginning on or
after July 1, 2005. Until the applica-
bility date for this regulation, plans
and issuers are required to continue to
comply with the corresponding sec-
tions of 45 CFR parts 144 and 146, con-
tained in the 45 CFR, parts 1 to 199, edi-
tion revised as of October 1, 2004.

[69 FR 78797, Dec. 30, 2004; 70 FR 21147, Apr.
25, 2005]

Subpart C—Requirements Related
to Benefits

§146.130 Standards relating to bene-
fits for mothers and newborns.

(a) Hospital length of stay—(1) General
rule. Except as provided in paragraph
(a)(b) of this section, a group health
plan, or a health insurance issuer offer-
ing group health insurance coverage,
that provides benefits for a hospital
length of stay in connection with child-
birth for a mother or her newborn may
not restrict benefits for the stay to less
than—

(i) 48 hours following a vaginal deliv-
ery; or

(ii) 96 hours following a delivery by
cesarean section.

(2) When stay begins—(i) Delivery in a
hospital. If delivery occurs in a hos-
pital, the hospital length of stay for
the mother or newborn child begins at
the time of delivery (or in the case of
multiple births, at the time of the last
delivery).

(ii) Delivery outside a hospital. If deliv-
ery occurs outside a hospital, the hos-
pital length of stay begins at the time
the mother or newborn is admitted as a
hospital inpatient in connection with
childbirth. The determination of
whether an admission is in connection
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with childbirth is a medical decision to
be made by the attending provider.

(3) Examples. The rules of paragraphs
(a)(1) and (2) of this section are illus-
trated by the following examples. In
each example, the group health plan
provides benefits for hospital lengths of
stay in connection with childbirth and
is subject to the requirements of this
section, as follows:

Example 1. (i) Facts. A pregnant woman
covered under a group health plan goes into
labor and is admitted to the hospital at 10
p.m. on June 11. She gives birth by vaginal
delivery at 6 a.m. on June 12.

(ii) Conclusion. In this Example 1, the 48-
hour period described in paragraph (a)(1)(i) of
this section ends at 6 a.m. on June 14.

Example 2. (i) Facts. A woman covered
under a group health plan gives birth at
home by vaginal delivery. After the delivery,
the woman begins bleeding excessively in
connection with the childbirth and is admit-
ted to the hospital for treatment of the ex-
cessive bleeding at 7 p.m. on October 1.

(ii) Conclusion. In this Example 2, the 48-
hour period described in paragraph (a)(1)(i) of
this section ends at 7 p.m. on October 3.

Example 3. (i) Facts. A woman covered
under a group health plan gives birth by vag-
inal delivery at home. The child later devel-
ops pneumonia and is admitted to the hos-
pital. The attending provider determines
that the admission is not in connection with
childbirth.

(ii) Conclusion. In this Example 3, the hos-
pital length-of-stay requirements of this sec-
tion do not apply to the child’s admission to
the hospital because the admission is not in
connection with childbirth.

(4) Authorication not required—(i) In
general. A plan or issuer is prohibited
from requiring that a physician or
other health care provider obtain au-
thorization from the plan or issuer for
prescribing the hospital length of stay
specified in paragraph (a)(1) of this sec-
tion. (See also paragraphs (b)(2) and
(c)(3) of this section for rules and ex-
amples regarding other authorization
and certain notice requirements.)

(ii) Example. The rule of this para-
graph (a)(4) is illustrated by the fol-
lowing example:

Example. (i) Facts. In the case of a delivery
by cesarean section, a group health plan sub-
ject to the requirements of this section auto-
matically provides benefits for any hospital
length of stay of up to 72 hours. For any
longer stay, the plan requires an attending
provider to complete a certificate of medical
necessity. The plan then makes a determina-
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tion, based on the certificate of medical ne-
cessity, whether a longer stay is medically
necessary.

(ii) Conclusion. In this Example, the require-
ment that an attending provider complete a
certificate of medical necessity to obtain au-
thorization for the period between 72 hours
and 96 hours following a delivery by cesarean
section is prohibited by this paragraph (a)(4).

(5) Exceptions—(i) Discharge of mother.
If a decision to discharge a mother ear-
lier than the period specified in para-
graph (a)(1) of this section is made by
an attending provider, in consultation
with the mother, the requirements of
paragraph (a)(1) of this section do not
apply for any period after the dis-
charge.

(ii) Discharge of newborn. If a decision
to discharge a newborn child earlier
than the period specified in paragraph
(a)(1) of this section is made by an at-
tending provider, in consultation with
the mother (or the newborn’s author-
ized representative), the requirements
of paragraph (a)(1) of this section do
not apply for any period after the dis-
charge.

(iii) Attending provider defined. For
purposes of this section, attending pro-
vider means an individual who is 1li-
censed under applicable state law to
provide maternity or pediatric care and
who is directly responsible for pro-
viding maternity or pediatric care to a
mother or newborn child. Therefore, a
plan, hospital, managed care organiza-
tion, or other issuer is not an attending
provider.

(iv) Ezxample. The rules of this para-
graph (a)(b) are illustrated by the fol-
lowing example:

Example. (i) Facts. A pregnant woman cov-
ered under a group health plan subject to the
requirements of this section goes into labor
and is admitted to a hospital. She gives birth
by cesarean section. On the third day after
the delivery, the attending provider for the
mother consults with the mother, and the at-
tending provider for the newborn consults
with the mother regarding the newborn. The
attending providers authorize the early dis-
charge of both the mother and the newborn.
Both are discharged approximately 72 hours
after the delivery. The plan pays for the 72-
hour hospital stays.

(ii) Conclusion. In this Example, the require-
ments of this paragraph (a) have been satis-
fied with respect to the mother and the new-
born. If either is readmitted, the hospital

653



§146.130

stay for the readmission is not subject to
this section.

(b) Prohibitions—(1) With respect to
mothers—(i) In general. A group health
plan, and a health insurance issuer of-
fering group health insurance coverage,
may not—

(A) Deny a mother or her newborn
child eligibility or continued eligibility
to enroll or renew coverage under the
terms of the plan solely to avoid the
requirements of this section; or

(B) Provide payments (including pay-
ments-in-kind) or rebates to a mother
to encourage her to accept less than
the minimum protections available
under this section.

(ii) Erxamples. The rules of this para-
graph (b)(1) are illustrated by the fol-
lowing examples. In each example, the
group health plan is subject to the re-
quirements of this section, as follows:

Example 1. (i) Facts. A group health plan
provides benefits for at least a 48-hour hos-
pital length of stay following a vaginal deliv-
ery. If a mother and newborn covered under
the plan are discharged within 24 hours after
the delivery, the plan will waive the copay-
ment and deductible.

(ii) Conclusion. In this Example 1, because
waiver of the copayment and deductible is in
the nature of a rebate that the mother would
not receive if she and her newborn remained
in the hospital, it is prohibited by this para-
graph (b)(1). (In addition, the plan violates
paragraph (b)(2) of this section because, in
effect, no copayment or deductible is re-
quired for the first portion of the stay and a
double copayment and a deductible are re-
quired for the second portion of the stay.)

Example 2. (i) Facts. A group health plan
provides benefits for at least a 48-hour hos-
pital length of stay following a vaginal deliv-
ery. In the event that a mother and her new-
born are discharged earlier than 48 hours and
the discharges occur after consultation with
the mother in accordance with the require-
ments of paragraph (a)(5) of this section, the
plan provides for a follow-up visit by a nurse
within 48 hours after the discharges to pro-
vide certain services that the mother and her
newborn would otherwise receive in the hos-
pital.

(ii) Conclusion. In this Example 2, because
the follow-up visit does not provide any serv-
ices beyond what the mother and her new-
born would receive in the hospital, coverage
for the follow-up visit is not prohibited by
this paragraph (b)(1).

(2) With respect to benefit restrictions—
(i) In general. Subject to paragraph
(c)(3) of this section, a group health
plan, and a health insurance issuer of-

45 CFR Subtitle A (10-1-10 Edition)

fering group health insurance coverage,
may not restrict the benefits for any
portion of a hospital length of stay
specified in paragraph (a) of this sec-
tion in a manner that is less favorable
than the benefits provided for any pre-
ceding portion of the stay.

(ii) Example. The rules of this para-
graph (b)(2) are illustrated by the fol-
lowing example:

Example. (i) Facts. A group health plan sub-
ject to the requirements of this section pro-
vides benefits for hospital lengths of stay in
connection with childbirth. In the case of a
delivery by cesarean section, the plan auto-
matically pays for the first 48 hours. With
respect to each succeeding 24-hour period,
the participant or beneficiary must call the
plan to obtain precertification from a utili-
zation reviewer, who determines if an addi-
tional 24-hour period is medically necessary.
If this approval is not obtained, the plan will
not provide benefits for any succeeding 24-
hour period.

(ii) Conclusion. In this Example, the require-
ment to obtain precertification for the two
24-hour periods immediately following the
initial 48-hour stay is prohibited by this
paragraph (b)(2) because benefits for the lat-
ter part of the stay are restricted in a man-
ner that is less favorable than benefits for a
preceding portion of the stay. (However, this
section does not prohibit a plan from requir-
ing precertification for any period after the
first 96 hours.) In addition, the requirement
to obtain precertification from the plan
based on medical necessity for a hospital
length of stay within the 96-hour period
would also violate paragraph (a) of this sec-
tion.

(3) With respect to attending providers.
A group health plan, and a health in-
surance issuer offering group health in-
surance coverage, may not directly or
indirectly—

(i) Penalize (for example, take dis-
ciplinary action against or retaliate
against), or otherwise reduce or limit
the compensation of, an attending pro-
vider because the provider furnished
care to a participant or beneficiary in
accordance with this section; or

(ii) Provide monetary or other incen-
tives to an attending provider to in-
duce the provider to furnish care to a
participant or beneficiary in a manner
inconsistent with this section, includ-
ing providing any incentive that could
induce an attending provider to dis-
charge a mother or newborn earlier
than 48 hours (or 96 hours) after deliv-
ery.
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(c) Construction. With respect to this
section, the following rules of con-
struction apply:

(1) Hospital stays not mandatory. This
section does not require a mother to—

(i) Give birth in a hospital; or

(ii) Stay in the hospital for a fixed
period of time following the birth of
her child.

(2) Hospital stay benefits not mandated.
This section does not apply to any
group health plan, or any group health
insurance coverage, that does not pro-
vide benefits for hospital lengths of
stay in connection with childbirth for a
mother or her newborn child.

(3) Cost-sharing rules—(@{i) In general.
This section does not prevent a group
health plan or a health insurance
issuer offering group health insurance
coverage from imposing deductibles,
coinsurance, or other cost-sharing in
relation to benefits for hospital lengths
of stay in connection with childbirth
for a mother or a newborn under the
plan or coverage, except that the coin-
surance or other cost-sharing for any
portion of the hospital length of stay
specified in paragraph (a) of this sec-
tion may not be greater than that for
any preceding portion of the stay.

(ii) Examples. The rules of this para-
graph (c¢)(3) are illustrated by the fol-
lowing examples. In each example, the
group health plan is subject to the re-
quirements of this section, as follows:

Example 1. (i) Facts. A group health plan
provides benefits for at least a 48-hour hos-
pital length of stay in connection with vag-
inal deliveries. The plan covers 80 percent of
the cost of the stay for the first 24-hour pe-
riod and 50 percent of the cost of the stay for
the second 24-hour period. Thus, the coinsur-
ance paid by the patient increases from 20
percent to 50 percent after 24 hours.

(ii) Conclusion. In this Erample 1, the plan
violates the rules of this paragraph (c)(3) be-
cause coinsurance for the second 24-hour pe-
riod of the 48-hour stay is greater than that
for the preceding portion of the stay. (In ad-
dition, the plan also violates the similar rule
in paragraph (b)(2) of this section.)

Example 2. (i) Facts. A group health plan
generally covers 70 percent of the cost of a
hospital length of stay in connection with
childbirth. However, the plan will cover 80
percent of the cost of the stay if the partici-
pant or beneficiary notifies the plan of the
pregnancy in advance of admission and uses
whatever hospital the plan may designate.

(ii) Conclusion. In this Erample 2, the plan
does not violate the rules of this paragraph
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(c)(3) because the level of benefits provided
(70 percent or 80 percent) is consistent
throughout the 48-hour (or 96-hour) hospital
length of stay required under paragraph (a)
of this section. (In addition, the plan does
not violate the rules in paragraph (a)(4) or
(b)(2) of this section.)

(4) Compensation of attending provider.
This section does not prevent a group
health plan or a health insurance
issuer offering group health insurance
coverage from negotiating with an at-
tending provider the level and type of
compensation for care furnished in ac-
cordance with this section (including
paragraph (b) of this section).

(d) Notice requirement. Except as pro-
vided in paragraph (d)(4) of this sec-
tion, a group health plan that provides
benefits for hospital lengths of stay in
connection with childbirth must meet
the following requirements:

(1) Required statement. The plan docu-
ment that provides a description of
plan benefits to participants and bene-
ficiaries, or that notifies participants
and Dbeneficiaries of plan benefit
changes, must disclose information
that notifies participants and bene-
ficiaries of their rights under this sec-
tion.

(2) Disclosure notice. To meet the dis-
closure requirement set forth in para-
graph (d)(1) of this section, the fol-
lowing disclosure notice must be used:

STATEMENT OF RIGHTS UNDER THE NEWBORNS’
AND MOTHERS’ HEALTH PROTECTION ACT

Under federal law, group health plans and
health insurance issuers offering group
health insurance coverage generally may not
restrict benefits for any hospital length of
stay in connection with childbirth for the
mother or newborn child to less than 48
hours following a vaginal delivery, or less
than 96 hours following a delivery by cesar-
ean section. However, the plan or issuer may
pay for a shorter stay if the attending pro-
vider (e.g., your physician, nurse midwife, or
physician assistant), after consultation with
the mother, discharges the mother or new-
born earlier.

Also, under federal law, plans and issuers
may not set the level of benefits or out-of-
pocket costs so that any later portion of the
48-hour (or 96-hour) stay is treated in a man-
ner less favorable to the mother or newborn
than any earlier portion of the stay.

In addition, a plan or issuer may not,
under federal law, require that a physician
or other health care provider obtain author-
ization for prescribing a length of stay of up
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to 48 hours (or 96 hours). However, to use cer-
tain providers or facilities, or to reduce your
out-of-pocket costs, you may be required to
obtain precertification. For information on
precertification, contact your plan adminis-
trator.

(38) Timing of disclosure. The disclosure
notice in paragraph (d)(2) of this sec-
tion shall be furnished to each partici-
pant covered under a group health
plan, and each beneficiary receiving
benefits under a group health plan, not
later than 60 days after the first day of
the first plan year beginning on or
after January 1, 2009. Each time a plan
distributes one or both of the docu-
ments described in paragraph (d)(1) to
participants and beneficiaries after
providing this initial notice, the disclo-
sure notice in paragraph (d)(2) must ap-
pear in at least one of those docu-
ments.

(4) Exceptions. The requirements of
this paragraph (d) do not apply in the
following situations.

(i) Self-insured plans that have already
provided notice. If benefits for hospital
lengths of stay in connection with
childbirth are not provided through
health insurance coverage, and the
group health plan has already provided
an initial notice that complies with
paragraphs (d)(1) and (d)(2) of this sec-
tion, the group health plan is not auto-
matically required to provide another
such notice to participants and bene-
ficiaries who have been provided with
the initial notice. However, following
the effective date of these regulations,
whenever such a plan provides one or
both of the documents described in
paragraph (d)(1) of this section to par-
ticipants and beneficiaries, the disclo-
sure notice in paragraph (d)(2) of this
section must appear in at least one of
those documents.

(ii) Self-insured plans that have elected
exemption from this section. If benefits
for hospital lengths of stay in connec-
tion with childbirth are not provided
through health insurance coverage, and
the group health plan has made the
election described in Sec. 146.180 to be
exempted from the requirements of
this section, the group health plan is
not subject to this paragraph (d).

(iii) Insured plans. If benefits for hos-
pital lengths of stay in connection with
childbirth are provided through health

45 CFR Subtitle A (10-1-10 Edition)

insurance coverage, and the coverage is
regulated under a State law described
in paragraph (e) of this section, the
group health plan is not subject to this
paragraph (d).

(e) Applicability in certain states—(1)
Health insurance coverage. The require-
ments of section 2725 of the PHS Act
and this section do not apply with re-
spect to health insurance coverage of-
fered in connection with a group health
plan if there is a state law regulating
the coverage that meets any of the fol-
lowing criteria:

(i) The state law requires the cov-
erage to provide for at least a 48-hour
hospital length of stay following a vag-
inal delivery and at least a 96-hour hos-
pital length of stay following a deliv-
ery by cesarean section.

(ii) The state law requires the cov-
erage to provide for maternity and pe-
diatric care in accordance with guide-
lines that relate to care following
childbirth established by the American
College of Obstetricians and Gyne-
cologists, the American Academy of
Pediatrics, or any other established
professional medical association.

(iii) The state law requires, in con-
nection with the coverage for mater-
nity care, that the hospital length of
stay for such care is left to the decision
of (or is required to be made by) the at-
tending provider in consultation with
the mother. State laws that require the
decision to be made by the attending
provider with the consent of the moth-
er satisfy the criterion of this para-
graph (e)(1)(iii).

(2) Group health plans—@{i) Fully-in-
sured plans. For a group health plan
that provides benefits solely through
health insurance coverage, if the state
law regulating the health insurance
coverage meets any of the criteria in
paragraph (e)(1) of this section, then
the requirements of section 2725 of the
PHS Act and this section do not apply.

(i1) Self-insured plans. For a group
health plan that provides all benefits
for hospital lengths of stay in connec-
tion with childbirth other than
through health insurance coverage, the
requirements of section 2725 of the PHS
Act and this section apply.

(iii) Partially-insured plans. For a
group health plan that provides some
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benefits through health insurance cov-
erage, if the state law regulating the
health insurance coverage meets any of
the criteria in paragraph (e)(1) of this
section, then the requirements of sec-
tion 2725 of the PHS Act and this sec-
tion apply only to the extent the plan
provides benefits for hospital lengths of
stay in connection with childbirth
other than through health insurance
coverage.

(3) Relation to section 2724 (a) of the
PHS Act. The preemption provisions
contained in section 2724 (a)(1) of the
PHS Act and Sec. 146.143(a) do not su-
persede a state law described in para-
graph (e)(1) of this section.

(4) Examples. The rules of this para-
graph (e) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. A group health plan
buys group health insurance coverage in a
state that requires that the coverage provide
for at least a 48-hour hospital length of stay
following a vaginal delivery and at least a 96-
hour hospital length of stay following a de-
livery by cesarean section.

(ii) Conclusion. In this Example 1, the cov-
erage is subject to state law, and the require-
ments of section 2725 of the PHS Act and this
section do not apply.

Example 2. (i) Facts. A self-insured group
health plan covers hospital lengths of stay in
connection with childbirth in a state that re-
quires health insurance coverage to provide
for maternity and pediatric care in accord-
ance with guidelines that relate to care fol-
lowing childbirth established by the Amer-
ican College of Obstetricians and Gyne-
cologists and the American Academy of Pe-
diatrics.

(ii) Conclusion. In this Example 2, even
though the state law satisfies the criterion
of paragraph (e)(1)(ii) of this section, because
the plan provides benefits for hospital
lengths of stay in connection with childbirth
other than through health insurance cov-
erage, the plan is subject to the require-
ments of section 2725 of the PHS Act and this
section.

(f) Applicability date. Section 2725 of
the PHS Act applies to group health
plans, and health insurance issuers of-
fering group health insurance coverage,
for plan years beginning on or after
January 1, 1998. This section applies to
group health plans, and health insur-
ance issuers offering group health in-
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surance coverage, for plan years begin-
ning on or after January 1, 2009.

[73 FR 62424, Oct. 20, 2008, as amended at 75
FR 27138, May 13, 2010]

§146.136 Parity in mental health and
substance use disorder benefits.

(a) Meaning of terms. For purposes of
this section, except where the context
clearly indicates otherwise, the fol-
lowing terms have the meanings indi-
cated:

Aggregate lifetime dollar limit means a
dollar limitation on the total amount
of specified benefits that may be paid
under a group health plan (or health
insurance coverage offered in connec-
tion with such a plan) for any coverage
unit.

Annual dollar limit means a dollar
limitation on the total amount of spec-
ified benefits that may be paid in a 12-
month period under a group health
plan (or health insurance coverage of-
fered in connection with such a plan)
for any coverage unit.

Coverage unit means coverage unit as
described in paragraph (c¢)(1)(iv) of this
section.

Cumulative financial requirements are
financial requirements that determine
whether or to what extent benefits are
provided based on accumulated
amounts and include deductibles and
out-of-pocket maximums. (However,
cumulative financial requirements do
not include aggregate lifetime or an-
nual dollar limits because these two
terms are excluded from the meaning
of financial requirements.)

Cumulative quantitative treatment limi-
tations are treatment limitations that
determine whether or to what extent
benefits are provided based on accumu-
lated amounts, such as annual or life-
time day or visit limits.

Financial requirements include
deductibles, copayments, coinsurance,
or out-of-pocket maximums. Financial
requirements do not include aggregate
lifetime or annual dollar limits.

Medical/surgical benefits means bene-
fits for medical or surgical services, as
defined under the terms of the plan or
health insurance coverage, but does
not include mental health or substance
use disorder benefits. Any condition de-
fined by the plan as being or as not
being a medical/surgical condition
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